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@September 17, 1996 

ip/kq6 

Food & Drug Administration ; 

Center for Drug Evaluation and Research 
Documents and Records Section 
12420 Pa&awn Drive 
Rockville, MD 20852 

Attention: Jonathan K. Wilkin, M.D. 
Director, Division of Dermatologic and Dental Drug Products 
(HFD-540) 

RJX: Minor Amendment - NDA #50-744 
PeriostatTM (doxycycline hyclate capsules USP) 

Dear Dr. WiIkin: 

Please refer to our NDA #50-744 (originally submitted as NDA #20-642 on August 30, 1996) for 
Periostat= (doxycycline hyclate, USP) 20 mg capsules which is proposed for use as part of a - 
professional oral health program to promote periodontal attachment level gain and reduce bone 
loss, pocket depth and bleeding on probing in patients with adult periodontai disease.. 

At the request of Dr. Hal Blatt, CSO, HFD-540, CollaGenex is providing a revised cover letter 
and Form FDA 356h (8 copies)which has been changed to reflect the new NDA number and that 
the NDA is submitted pursuant to Section 507 of the Food, Drug and Cosmetic Act rather than 
Section 505. 

If there are any questions concerning this application, please contact the undersigned at 2 1%579- 
76 19 (teiephone) or 215-579-8577 (fax). 

Sincerely, 

Christopher Powala 
Director, Drug Development 
& Regulatory Affairs 

REVIEWS COh4PLETED 

CSO ACTION: 
q t.m q NJU. q WMO 

CSO INfllALS DATE 

CollaGenex Phormaceuticols, Inc., 30 1 South Stats Street, Newtown, PA 18940 USA 

215-579-7388 voice 215-579-8577 fox 



OEPARTMENTOFiif%L-W AND HUMAN SERVICES 
PUBUC HEALTH SERVKE 

FOOO AN0 ORUC AOMINISTRATION _ 

APPLJCATION TO MARKETA Nf.?JV DRUG FOR HUMAN USE 
OR AN ANTlBlO~c DRUG FOR HUMAN USE 

Cr;tf e 2 1. Code of F cderaf Regulations. 3 !4) 

FOR FOA USE ONLY I- 
OArE RECEIVE0 DATE-FILED 

I 

OlVISlON ASSIGNEO NONANOANO ASS 
. 

I - I 
HO 1E. NO l 001&¶t10n may be frte - d unkn a ccmoteted ~owcanon form n&s been rccetred (21 CTR PJ~JI~). 

IAME OF APPL’?%laGenex Pharmaceutiials, t OATE Of $ll8M1SSlOfj 
I 

IIIC I- I 
rELEPHONL NO tInch,de~, ‘Cd Co&J 

i00REES (Numb-x, Screcr Cay. S(rcc NNIZ~JY Code) (215) 579-76 
i 

301 South State Street NEW ORUG OR A& 

I NUMBER (11 ar~vxnquuy HIUC 

50-744 

19 
I~l~lO~lCAb’fUCA~ION 

! 
d1 

I 
Newtown, PA 18940 

oaut maoucr 
.STABUSHEO NAME lc.9.. uSPHJS~N) PROPRIETARY NAME {Ifany) 

doxycydine hycfate capsules USP 
I 

Periostat* 

CODE NAME (If my) 1 CHEMICAL NAME 

I f lSpItthSCCtW¶AO rlmidc monoh~dmchhidc 

ROUTE 0; AOMINISTRATION 1 STRENGWSI 

capsuIe oral 20mg 

‘ROPOS~3 INOlCATlON5 FORUSE 

Treatment of adult periodontitis 

.1ST NUMBERS Of ACLINVESTiGATIONALNEWORUGAPPLICATlONS I2f ~~~PIITJI~J.N~WOR~GORANT~~~O~ICA~PU~TIONS[~~ CirlPrn 
114). AN0 ORUG MASTER FILES ~2ICiiI314 42OjREFERRED TO IN THIS APPLICATION: 

AADA 62-374 
AADA 62-839 

See Attachment 1 for Drug Master File References 

IHFOltMATlOH OH APWCATION 

TYPE OF APWCL\~‘ION t&ck me) 

l THIS SUBMISSION IS A FULL APPLICATION Qf C=R3f*.So1 0 THIS SURMLSsilOrJ I5 AN ABBRFVIATEO APPCKXIOH (ANOA) (21 CFR 11 I 55) 
. 

rJAME Of ORUG 

IF AN ANOA. IDENTIFY THE APPROVED ORUG PROOUCTTHnl IS THE BASIS FOR THE SUBMISSION 

HOLDER OF APPROVE0 APPLICATION 

1 PRESUBMISSION 
ORIGINAL APPLI~TION 

STATUS OF AJ’PLlCArlON (Qlcct -, 

m AN AMENOMENT TO A PEN’31NG APPLICATION 
(-J RESlJ8Ml5SION -em 

a SUPPtEMENTAC APP~lO.rlO!l 

PROPOIEO MARKEiltrG 5yAflJI (Check -) 

‘ 

- --- 
n APPllCArlON FOR A PRESCRIP~IO’I CIRIJG f’ROoU& (f7.J cl APPUCA~IO:I r-0~ ~.tl OVER - THE. CCwKTER PROOUCT 10 TCI 



\ -~ 
CONTENTS OF APPUCATION 

This aoolicarron contains the foflowrno items: (Check all rhataoo/v) 
I 

1. Index 

2. Summaq (2 I CF R 3 14.so (c)) 
I 

1 
3. Chemrstry. manufacturing. and control section (2 I CFR 3 14.50 (d) (1)) 

; 

, 
I 

4. a. Samples (2 1 CFR 3 14.50 (e) (1)) (Submit only upon FDA’s request) 

I 
b. Methods Validation Pa&age (21 CFR 314.50 (e) (2) (i)) - 

! 
c- Labeling (2 1 CFR 3 14.50 (e) (2) (ii)) 

i. draft labeling (4 copres) 

I ii. final printed labeling (12 copies) 

I 
5. Nonclinical pharmacology and toxicology section (2 1 CFR 3 14.50 (d) (2)) 

, 6. Human oharmacokinerics and bioavailabilitysectron (21 CFR 3 14~50 (d)‘(j)) i 

1 7. Microbiology section (21 CFR 3 14.50 (d) (4)) 

1.. 8 Clrnrcal data section (21 CFR 3 14.50 (d) (5)) 

19: Safety update repon (21 CFR 3 14.50 (d) (5) (vi)(b)) 

10. Starisrical section (21 CFi7 3 14.50 (cl) (6)) 
- 

I 
11. Case teportrabulations(21 CFR 314.50 (r) (1)) 

- 

I 
12. Case reports forms (2 1 CFR 3 14.50 (f) (1)) 

.I 13. Patent information on any patent which claims the drug (2 1 US-C 355 (b) or(c)) 

1 14. A patent certification with respect to any patent which claims the drug (21 US-C 355 (b) (2) Cc(i) (2) (A)) 
--. 

XI 15. OTHER (Specrfy] 
Minor Amendment 

I aqrcc to uocl~ce thsr J~011onon wrn new ufcty mformJbon Jboux me drug thJt mJy rcJu%ubly Jffccr Ou rrJremcnc of concrJ*ndl~rlonr. 
u~rncnqs. D~CCJU~IOIII. or Jdvcne tcrcuon~ III tic draft Wxfing. I rqrct to subms there wfq updJte tcoocu Ji fallows: (1) A mombr J her 
Cnr mnt~l rubmtruon. (2) lollmvmq recer~t of an JpprovJble lencr Jnd (3) Jt other ttmcr JI regumed by FOL If thn ro~l:c~ClOn IS JOPrOvtd. 1 
agree to Comely with JII Irm end rcqol~rlonrth~t roolyto ~oorcwed Joolrocronr.rncludlnq the foflowwtq: 

I. Good mJnutJcturlnq prrcrlrr rcgutrtronr Ill 2 1 CFR 2 10 Jlld 2 I I 
2. ‘-rbclq rcqolatsonrm 21 ‘37 201. 
3. In Ihe CJ‘C of J prercno~an druq product $xtwn~t~on druq Jdrcnwnq rc9ulJctonr UT 21 CFR 202. 
A ~J9ulrc1onrOnmJtl~gChJn9erIn JOPhoUOnm21 ~Rfl4.70.314.~l.Jnd 314.72. 
5. Requlr~~onr on rc~onr,n 2 1 CFR 3 14.80 Jnd 3 14.8 I. 
6 COCJI. ItJte Jnd federal WVlrOt-W”tntJl It-“OJCthwrl. 

if thl% JOOhCJUO,, JO‘,hW to, druq ~rOducX thJC FOA hJ1 proooied for schcdulmg under the cornrolled rubsuncn Act I J9We no1 10 mJrk Cl the 
O~MUC~ unuf the Or~q En!orcrmcnt A~ITH~WSUJCIO~ mJkel J tmrl uhedulq amyon. 

NAME Of f i~SPONSIBCEOFFIClACOAAGLcNT 

Christopher V. Powala 
SIGNATURE OF OAJE 

AOORiSS lScrccr Clcy. SrJcc. Ap Code) I 1 TELEPHONE NO.ttifuoc ArCa Codel 

CollaGener Phamaceuticds, Inc 
30-u- PA 1 R940 --- (215) 579-7619 

(WARNING: A wulllfully false sraremenl is a criminal offense. U.S.C. Title 18,5ec~1001.) 
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